INVESTIGATIONS OPERATIONS MANUAL

EXHIBIT 430-I-1

Sample Collection

| Sample Humber:|

Sampling

District| -0 §§ Status:lln Progress
A Collection Date:|1 0/07/1 398 Lot Size:|4 cases/ 12 / 500 tablet hottles
Sample Originz]Domestic Sample Basis:|Compliance Sample TypedOfiicial
FIS Sample Humber:| 99 | 901841 Episode Humber: Related Samples

Sample Description:|Three S00 tablet bottles

Collection Reasonz]“HIMIM memo, dated 10-2-95, label mix-up. Check identity .

Collection Remarks:[=hipment alzo on hand consists of 2100 tab btls & 341000 tab btlz, labeled as below, except for gquantity. A1 516500 tablet bottles

Associated Firms

Resp Firm Type:|Dealet

K2

I Dealer is Consumer

FEI Humb _BI

Firm Type

Firm Hame

3000758046 (Manufacturer

Diet Drug Company, 3432 Lind =

3000500611 |Dealer

hercury, Inc., 1969 Apolla Wa

Product

Product Code:|54 |A |D |A |U3 BI

Product Hame:["it B2; Human M&x 1 Ingr, Prompt Release Tak

Product Description]

Brand Hame:|=uperB

“itamin B2 Human, Mon-Rx tablets

Product Label|in part:"SuperB 500 CT Riboflavin tablets 5 miligrams***71 921 Distributed by Mercury, Inc., Red YWing, Mh 565352

Count: *1

Documents Obtained | Manufacturing Cudesl

Sample Flags |

FACTS V.1 - [Maintain Sample Collection]

B} Action Edit Options BRelated Info  Navigate Tracing Window Help

=NICH

Sample Collection

‘ Sample Humber:

Sample c|asS;|N0rmaI Everyday Sam

Sampling|

District: "0

ng Status:lln Progress

Estimated Ualue:l $250.00
Carrier Name:l Date Shipped:|1 0011955

Countye[CARLTON

Sample Cost:l F1000

Country of | ited States

Payment Method: |Cash

Consumer Complaint I—
Humber:

Origin:

Receipt Issued:|[FDA454

Recall Numher:l

How Prepared:lEaCh bottle label identified as belowe. Bottles packed together in cardboard box, identified as below, and officially sealed as below

Collector's ID On
Package/Document:

Sample Delivered To:
CR & Records Sent To:

Dairy Permit Humber:

2355 10-7-95 SHR"

FED EX

CHI-DO

Hational Drug Code:

Collection PACs
PAC

Code

Description

Collector's ID On Seal:|

Sample Delivered Date:|! 0071993

Storage Requirement:]&mbient

Food Canning Estahlishment:l

CRx/DEA Schedule:

SE005L

DRLUG PROD SURYEILL AMCE-BUR SAMPLNG 2

Count: *1

Add

Delete |

Sample Sent To

M K-RL

2355 10-7-93 Silvia H. Rogers"

I~ 704 (d) Sample

I~ 702 (b) Portion Collected

Add

Delete I




INVESTIGATIONS OPERATIONS MANUAL

EXHIBIT 430-12

Sample Flag Codes

X

Find |%

Sarmnle Flao Descrintion

A01ik) Sample

Complaint Sample

Dealer Voluntarily Halding
Exhibit Sample

Factary Food Sample
Fumigated

Inv. Samples of Fifth Exhibits
Festicide Sample
Reconditioned

Solit Samnle

ki

Find |

o]

| Sample Flag Codes

Find |%

Samule Flao Descrintion

E:hibit Sample

Factory Food Sample
Fumigated

Inv. Samples of Fitth Exhibits
Festicide Sample
Feconditioned

Split Sample

Survey Sample

linder State Embargo

T E—

o]

Cancel |

Sample Flags

| Sample Flag E

Remarks

Dealer aluntarily |Wi|| wolurtarily hold urtil 10-30-95
1

) _ oKk |
]

Add |

, mmmmm FACTS Editor [ X]

et Code:|>4 |A |D |A | 5

ct Hame:]*it B2, Human M

ct Lahel:lin part:"Superd

Dealer Uoluntarily Holding =

Search | 0K I

Cancel |

S p—

 tablets

, bkl 565352

des | Sample




INVESTIGATIONS OPERATIONS MANUAL EHIBIT 430-1-4

= FACTS V.2 M
Action Edit Options Helated Info Navigate Window Help
Sample Sample Sampling Status: - WModit Py
Numher:| 2340 [ 4 Clags: |Norma| Bveryday Sarr District: CHIDO ﬂ |In Frogress A Count # T
Collector:|>ylvia H. Rogers ¥| collection Date:| 091252000 Lot Size:|125 CSM2 BTLSM00 TAB
Sample Origin:|Domestic E Sample Basis:|Compliance Sample Type:|Documentary R 3
. Episode Related Compliance
FIS Sample Humber:| 00 (305355
P Humber: Sample: Humber:

Sample Description:|Sample conzists of photagraphs and copies of records documenting interstate commerce and cGMP deficiencies for Wilaprin Art
Collection Reason:|Collected during El of dealer, dated 9520-25/2000 to document interstate commerce and cGMP deviations. Mo analysis needed.
Collection Remarks:|See EIR of dealer and FDA-453 | dated 9020-2572000 for more information. FDA-453 points 1-12 discuss devistions specific to th

Associated Firms
FEl Humher. Firm Type E Firm Hame
Resp Firm Type:|Dealer Iz' E
3000901032 |Dealer Wilzon Pharmaceutical, 300 =
. elete
[ Dealer is Consumer 3000901035 (Inarediert Supplise Wiolezke Chemical, 100 W, Ms
Product
Product cgue:ﬁfﬁﬁﬁ Brand Name:|t-‘\l1laprin Arthritiz Formula
Product Hame:|Aspirin (Analgesic); Human MFx Comb ingr; P Product Description:|Aspirin Mon-F:x Combination Takblet
Product Lahel:|Finished product is labeled in part: "*4ILAPRIN ARTHRITIS FORMULA 500 Tablets***Active Ingredients: Acetylsalicylic Acid ... 5
Documents Obtained | [Manufacturing Codes || SampleFlags | [
+
[«] 1 [+
Caunt: *1 <List>
= FACTS V.2 M
Action Edit Options Helated Info Navigate Window Help
Sample Sample ’7 Sampling Status: - Modif el
Humber: 2340 Clags: Mormeal Everycay Sarr IJistrit:t:|C'—"'l:)O hd |In Frogress A Count #
C"'::Zt";igg_| Copies of recards collected during El, dated 09/20-25/2000. Photographs taken 09/23/2000.
3 Country p
state:|L [ County: [CooK oo | ted Stes
Estimated Value:| $4500.00 Sample Cost: $.00 Payment Method: [No Charas [#]  Receipt tssued: [none ||
. ’7 . - ’7 Congumer Complaint ’7 ’7
Carrier Hame:|Roadway Date Shipped: [06/06/1933 Humber: Recall Humber:
How Prepared:|AII recards and photographs identified as belowy and submitted to Supervisory Investiator. Negatives and extra photos placed in 528
Collector's ID On [, " . . - "
PackageMDocument: D 2340 972500 SHR! Collector's 1D On Seal.| DOC 2340 9725000 Sylvia H. Rogers!
Sample Delivered To: Sample Delivered Date:
CR & Records Sent To: |[CHI-DO E Storage Requirement: E
Dairy Permit Humber: Food Canning Establishment: [T 704 (d) Sample
Hational Drug Code: CRu/DEA Schedule:|  |[¥] [ 702 (b) Portion Collected
Collection PACs
PAC .
coue $] P sampe s To [
56002 DRUG PROCESS INSPECTICNS(DP)
]
¥
[«] 1 »
Coaunt; *0 <List>



INVESTIGATIONS OPERATIONS MANUAL EHIBIT 430-1-4

= Sample Flags | - | -

Sample Flags

Sample Flag Izl Remarks
301 Ck) Sample

Delete

= Documents Obtained
Document
Document Document Document
Type Humber Date Remarks 0K
A ffickavit 1 |09/25/2000 | Affidavit signed by Robert Wilzon, Presic| #
Invoice 2 |06/16/M4999 |Invoice no. 2346 dated 06162000 from’
elete
Bill of Lading 3 |06MEME39 |Bill of Lading no. 124673 dated 06M 61201[ 4
= Manufacturing Codes M|
Manufacturing Codes
Manufacturing Code Exp Date
"Lot 25C53" (Finished Product) G106
"Batch 5564 "(Active Ingredient) a2




